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DETAILED ACTION 
Information Disclosure Statement 

The IDS has been initialed regarding prior art considered. Some non-patent references 
were not found in the case and have been lined through. Applicant should resubmit these 
references to have them considered. 

Drawings 

The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the injection port on the side of the 
injection nozzle as recited in claim 3 must be shown or the feature(s) canceled from the claim(s). 
Fig. 3 shows the side injection port proximal to the nozzle, not in the side of the nozzle. No new 
matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the applicant will 
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be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 2, 3, 4, 5, and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
DIXON (US Patent No. 4,722,728) in view of KWOH (US Patent No. 5,078,140). Dixon 
discloses an apparatus for jet injections, capable of injecting DNA into cell tissue including an 
injection nozzle 53, injection tubing 44 connecting nozzle to jet propulsion system, and an end 
port. Dixon does not disclose attaching the device to a computer-controlled platform for 
positioning the device for DNA injection or for an endoscope attached to the device. Kwoh 
teaches attaching devices to a computer-guided platform to position the device for making 
desired injections and attaching an endoscope for viewing internal sites (3:4-9; 7:63 - 8:1 1). It 
would have been obvious to one of ordinary skill in the art at the time of the invention to use the 
teachings of Kwoh in the device of Dixon in order to control the location of an injection site. 

Re claim 3 it would have been obvious to one of ordinary skill in the art to locate an 
injection port on the side of the injection nozzle because it is known that the location of the port 
will impart the direction of the injected fluid in relation to the apparatus. The skilled artisan 
would find obvious modifications placing the injection port in various locations around the 
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nozzle in order to direct the flow of fluid in any desired direction. This would be known to one 
of ordinary skill as desirable to direct the fluid jet to the desired treatment location. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Dixon and Kwoh 
as applied to claim 1 above, and further in view of OMATA et al. (US Patent No. 4,668,226). 
Dixon and Kwoh disclose the claimed invention and Kwoh discloses use of its computer 
movable platform with therapeutic implements including endoscopes, but Dixon and Kwoh do 
not disclose an endoscopic device running parallel with injection tubing of injector. Omata 
teaches using an injector with an endoscope running parallel with the injection tubing in order to 
place the injector in the correct location in a patient (col 3, 11. 22-39). The endoscopic control 
operating section 12 enables use of the functions of the endoscope. It would have been obvious 
to one of ordinary skill in the art at the time of the invention to use the teachings of Omata in the 
apparatus of Dixon and Kwoh in order to obtain accuracy in locating the target site for medicinal 
agents in a patient with use of an injector. 

Double Patenting 

Upon reconsideration of the pending claims, the obviousness double patenting rejection 
made in the previous office action is withdrawn and a statutory double patenting rejection is 
made as discussed below. 

A rejection based on double patenting of the "same invention" type finds its support in 
the language of 35 U.S.C. 101 which states that "whoever invents or discovers any new and 
useful process ... may obtain a patent therefor ..." (Emphasis added). Thus, the term "same 
invention," in this context, means an invention drawn to identical subject matter. See Miller v. 
Eagle Mfg. Co., 151 U.S. 186 (1894); In re Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); 
and In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970). 
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A statutory type (35 U.S.C. 101) double 
canceling or amending the conflicting claims so 
filing of a terminal disclaimer cannot overcome 
U.S.C. 101. 



patenting rejection can be overcome by 
they are no longer coextensive in scope. The 
a double patenting rejection based upon 35 



Claims 1-6 are rejected under the statutory type double patenting as being unpatentable 
over claims 1-6 of U.S. Patent No. 6,361,991. The claims in the '991 patent and the present 
application claim the same limitations. The claims recite an apparatus comprising an injection 
nozzle, injection tubing connecting the nozzle to" a jet propulsion system affixed to a platform for 
positioning, and a computer or computer means electrically connected to the platform to provide 
movement to the platform to position the nozzle on the surface of tissue. The terms computer 
('991 patent) and computer means (present application) are interpreted in light of the 
specification to mean the same structure. Applicant has not provided any definition in the 
specification to distinguish a computer from a computer means. The functional language recited 
in the claims does not change the scope of the claims in the present application claims as 
compared to the corresponding claims in the 6 991 patent. 

The claims recited in the '991 patent and the present application result in the same 
invention being claimed twice. Upon comparing the claims recited in the present application and 
the '991 patent it is determined that the claims in the application could not be literally infringed 
without literally infringing the corresponding claims in the '991 patent. There is no difference in 
scope between the claims of the present application and the corresponding claims of the '991 
patent. The exact wording of the claims varying only in functional language (i.e., for jet 
injection of DNA into cell tissue and for injection of a polynucleotide into cells; to position a 
nozzle on the surface of tissue and to position a nozzle on the surface of cells) and recitation of 
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computer means as compared to computer. The claimed apparatus of the present application and 
the '991 patent is inherently capable of performing the functional limitations recited and result in 
the scope of the claims being the same between the claims of the present application and the '991 
patent. See MPEP 804(II)(A). 

Response to Arguments 

Some of Applicant's arguments with respect to claims 1-6 have been considered but are 
moot in view of the new ground(s) of rejection. Where arguments are still applicable they are 
addressed below. 

Applicant argues that Dixon does not disclose jet injection of DNA as recited in the 
claims or injection into a cervix. Examiner agrees that Dixon does not specifically disclose jet 
injection of DNA but maintains the rejection in view of the inherent capability of Dixon to jet 
inject DNA into a cervix. Due to the shape, size, and arrangement of the jet injector disclosed in 
Dixon the device is inherently capable of jet injection of DNA into a cervix. Applicant's 
functional recitation of a particular use of the device does not carry patentable weight. Applicant 
has not pointed to any structural distinction between the claims and the prior art regarding the 
functionality of injecting DNA into a cervix. As a jet injector of medicines including a 
propulsion system, injection tubing guiding the delivery of the injected fluids, and a nozzle, the 
apparatus disclosed by Dixon is capable of DNA injections into cell tissue and into a cervix. 

Applicant argues that Dixon does not disclose a jet propulsion system nor injection 
nozzle. Applicant is referred to propulsion system shown in figs. 1-3 that forces medicine into 
cell tissue of a patient and nozzle 53, as discussed in the previous office action. The nozzle is 
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connected with the jet propulsion system so medicine can be injected into a patient (col. 1, 11. 8- 
29). 

Applicant argues that there is no motivation to combine Kwoh with Dixon. Applicant is 
referred to Kwoh (col. 8, 11. 23-50). The capability of increased accuracy for injections would 
motivate the skilled artisan to combine teachings of Kwoh with Dixon. Applicant argues that 
there is no reasonable expectation that a modification combining Kwoh with Dixon would be 
successful. Applicant is referred to Kwoh col. 8, 11. 5-11 and the discussion to use the teachings 
of Kwoh with various medical devices to achieve accuracy in medical procedures. 

Applicant argues that claimed elements are missing from the prior and mentions jet 
injection of DNA and injection tubing (remarks received 12/30/05, pg. 4). The capability of 
Applicant's apparatus to inject DNA is met by the prior art in disclosing the claimed structural 
limitations. Regarding injection tubing Applicant is referred to tubing 44, as discussed in 
previous office action. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Hayes at (571) 272-4959. The examiner can usually be 
reached Monday -Thursday, 7:00-4:30, and on alternate Fridays. The fax number for submitting 
official papers is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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